
SECTION 5
510(K) SUMMARY

Submitted on behalf of- SEP 2 2 2011
Company Name: Ms. Cynthia Brogan, President
OsteoSymbionics, LLC
1768 East 25th Street
Cleveland, Ohio 44114
Registration No: 3007223102
Phone: (216) 881-8500
e-mail: cb~osteosymbionics.com

Submitted by: Elaine Duncan, M.S.M.E.. RAC
President, Paladin Medical, Inc.
P0 Box 560
Stillwater, MN 55082
Telephone: 715-549-6035
Fax: 715-549-5380
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Trade or Proprietary Name: OsteoSymbionics Temporal Implant

Common Name: Temporal Implant
Classification Name: Implant, Temporal
Classification (ProCode): MNF

SUBSTANTIALLY EQUIVALENT TO:
The OsteoSymbionics Temporal Implants (made from silicone elastomer technology) are substantially
equivalent to the following legally marketed predicate devices: Implantech, Inc., Implantech Temporal
Implant - K943644 (made from silicone elastomer) and Porex Surgical, Inc., Medpor Pterional Surgical
Implant - K002568, made from porous polyethylene.

DESCRIPTION of the DEVICE:
The OsteoSymbionics Temporal Implants are pre-formed implantable prosthetic implants intended to fill
soft-tissue defects in a patient's cranial/craniofacial temporal region. The implants are composed of long-
term implantable-grade solid silicone elastomer. The implants are available in left and right, and come in
two different sizes, small and medium. The devices are provided sterile, and are attached to native tissue
with commercially available suture materials.

INDICATIONS FOR USE:
The OsteoSymbionics ST Temporalis Implant is Indicated to correct temporal hollowing in patients who
have had surgery involving the pterional / Lateral approach to the cranium, including pterional / lateral
craniotomy or decompressive craniotomy. The OsteoSymbionics St Temporalis Implant augments the
space normally occupied bythe temporalis muscle. The Implant is used for the reconstruction of temporal
contour deformities; the reconstruction of temporal defects, and / or the augmentation!/ reconstruction of
the space normally occupied by the temporalis muscle / temporal area (s).

SUMMARY of TESTING:
The non-clinical safety and effectiveness data established that the OsteoSymbionics Temporal Implant has
comparable chemical characteristics as the Implatech device (based upon literature comparison). Physical
property testing included tensile, durometer and tear strength of materials representing the manufacturing
and sterilization parameters. Biocompatibility data from the MAF was augmented with an agar overlay
cytotoxicity study. Bioburden testing was conducted to support the sterilization testing. LAL testing
demonstrated less than 0.OO5EU/ml. Shelf-life aging labeling claims are supported by product use history.
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Received: September 14, 2011

Dear Ms. Du-ncan:

We have reviewed your Section 510(k) precmarket notifticatio n of in tent to market the device
re ferenced above and have determined thle dcVi cc is substantially eClUi Valent (fo0 thle indications
for Use stated inl thle ecl~osu-re) to legally marketed predicate de vices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassi tied in) accordance with the provisions of the Federal .Food, Drug.
and Cosmetic Act (Act) that do not redluire approval of a premarket approval application (PMA).
You1 may, therefore, market the device, subject to thie general controls provisions of the Act. Thle
general controls provisions of the Act ilc hide req iiirements For annual registration, listing of
devices, good manufactriing practice, labeling, and prohibitions against misbranding and
adil terationl. Please note: CDRH does not evalate in formation related to contract liability
warranties. We remind you, however, that de vice labeling tInList be truth ful and not nmislead ing.

If your device is classified (see above) into either class It (Special Controls) or class Ill (P1MA), it
may be subject to additional controls. Existing major rfegatosfecigyudvceanb
found in the Code of Fedleral Regulations. Title 2 , Plats 800 to 898. [In addition, FDA may
pi)blish further ann0Ltoucets conlcrning" your11 device in the Federal Register.

['lease be adv'i sed that FDA's iSS trance of'a s LIbsta ntiai I ui vale rice deteriinaion doeis nlot meanl
that FDA has made a derterminarion1 that1 you de1IVIC~e complj)ies With other reIluirenien1tS of the Act
0I an V FedleralI statutites and reguI at i o s admiinis te rec byv other Federal ag-encies. Your mulst
comply with all the Act's 1ClreqtrieetS. HIinLiding. but not limited to: registration and listing (2 1
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CUR Part 807); labeling (21 CUR Part 801); medical device reporting (reportng of medical
device-related ad verse events) (21I CFRI 803): good manULAfctl uinrg Practice reqluirements as set
forth in the quality systems (QS ) reg LIIarli (2 1 CUR Part 820); and ifapplicable, the electronic
prodluct radiation control provisions (Sections 5310542 of the Act); 21 CUR 1000-1050.

Ifryout desire specific advice for your device oin our labeling regu'Llationl (21 CUR P~art 801]). please
goto hop://wwwv~.Ma ov/A bomtF DA/Cen tesC 14cc s/C? DIZRIIC'Ii f11ees/un 1I I 809. hm for

the Center for Devices and Radiological I-ealt h's (CID Ri-Is) Office of Cornp1liance. Also, please
note tile regulation entitled, ''Mlis lran diiig by relicrnce to pirmaket no L1iiiation'' (21 CUR Part
807.97). For questions regardling the reporting of adverse events under the MdDR regurlation (21
CAR Paurt 803), please go to

httr:/www fa. o vN'Id al evies/n et '/RI~otaI" o bem/e u I. hm br thle CD RI-I's 0Off1ice
of Sutrvei ki nce and Biomnetrics/Division of Postmarket So urkeilII nce.

Your my obtain other general information On \'oIr responusibilities unrder the Act iota the
Diviion of Small IManuIfacturers. International and Consumer Assistance at its toll-free numiber
(800) 638-204 1 or (301) 796-7100 or at its Internet address
hIt ://www. Ida. go v/M~ed i calI Dc vi Ccs/I\eSOL Ice fCS1r YO ti/I nld Ustry/cle fhu It. 111tin.

Sincereyyus

N/Mark N'lelkerson
Director
Didiion of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center f~or Devices and
Radiological Hlealth

E~nclosuire



Indications for Use

5 10(k) Number (if known): ______

Device Name: _____________________ _____

The OsteoSymbionics STTemporalis Implant is indicated to correct temporal hollowing in
patients who have had surgery involving the pterional / lateral approach to the cranium,
including pterional / lateral craniotomy or dlecompressive craniectomy. The OsteoSymbionics ST
Temporalis Implant augments the space normally occupied by the temporalis muscle. The
implant is used for the reconstruction of temporal contour deformities; the reconstruction of
temporal defects, and / or the augmentation / reconstruction of the space normally occupied
by the temporalis muscle / temporal area (s).

Prescription Use __X AND/OR Over-The-Counter Use ____

(Part 21 CFR 80 1 SubpartD) (21 CFR 80 1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTrNUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division Sign-Off A.u A

(Division Siun-Off
Division of Surgical, Orthopedic,
and Restorative Devices
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